H
ealthcare is increasingly focused on improving patient care outcomes while decreasing healthcare costs. As a result, greater efforts have been dedicated to implementing evidence-based practice, which relies on clinical research findings to guide practice and quality improvement (QI) to assess whether or not changes made in practice have had an influence on patient care outcomes. Differentiating between a research study and a QI project can be difficult, as both often involve defining a problem, developing and implementing an intervention or change to address the problem, and then analyzing the effect of that change on the problem of interest. Overlap between these 2 approaches exists. However, there are some differences that can help determine whether or not the work to be conducted qualifies as a research study or a QI project. Understanding these differences is important to clinical nurses so that they may have the ability to determine whether or not a project qualifies as research or QI, and, in turn, be prepared to address any ethical considerations and ensure that all regulations are followed.
DEFINING RESEARCH
According to the National Institutes of Health, research is defined as A systematic, intensive study intended to increase knowledge or understanding of the subject studied, a systematic study specifically directed toward applying new knowledge to meet a recognized need, or a systematic application of knowledge to the production of useful materials, devices, and systems or methods, including design, development, and improvement of prototypes and new processes to meet specific requirements. 
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Research must be conducted in a methodical order, following a series of steps and a standard protocol. These rules are broadly similar from one research study to another, but they may vary slightly between the different fields of science. Regardless of the field, research must be organized and undergo planning, including an assessment of the literature on the topic, identification of a specific problem or question, development of a research methodology, the collection of data, and a data analysis plan. Interpretation and dissemination of the study findings via publication and presentation are a priority in research.
Research is typically conducted independent of routine medical care and, in the majority of cases, involves human subjects who are participants. All research involving human subjects requires review and approval by the institutional review board (IRB) within an institution. The IRB is responsible for reviewing scientific integrity and ensuring the protection of the human subjects from any risks that may be associated with participating in the research study. The human subjects have an opportunity to decide about being involved in the research study and can withdraw their participation at any time as part of the informed consent process. Research endeavors can be costly and often rely on funding from outside the hospital or university. The key principles of research are noted in Table 1 .
DEFINING QUALITY IMPROVEMENT
The Institute of Medicine is a recognized leader and advisor on improving healthcare across the United States. It defines quality in healthcare as a direct correlation between the level of improved health services and the desired health outcomes of individuals and populations. 2 In the landmark publication, Crossing the Quality Chasm, the Institute of Medicine outlined 6 specific aims that a healthcare system must fulfill to deliver quality care:
Copyright © 2015 Wolters Kluwer Health, Inc. Unauthorized reproduction of this article is prohibited. Meeting these specific aims to ensure quality care for all patients remains a challenge for the majority of healthcare settings. Focused QI projects are one strategy that can help a specific healthcare setting achieve highquality care for patients and families.
Quality improvement is a process of systematic, data-guided activities designed to bring about immediate, positive changes in the delivery of healthcare in particular settings. 3 These projects are typically institution specific, although collaborative approaches including multiple institutions focused on QI relevant to a specific patient population have evolved. For example, neoQIC, the Neonatal Quality Improvement Collaborative of Massachusetts (www.neoqic.org), and CPQCC, California Perinatal Quality Care Collaborative (www.cpqcc.org), have been established with the goal of improving care and outcomes for pregnant mothers and newborns throughout their respective states.
The goal of QI is to analyze data to improve systems related to processes and outcomes (ie, cost, productivity, quality). 4 Quality improvement is considered an expectation by society for clinical practice to continuously improve. The risk to patients participating in QI projects is low. And, because of the collective nature of health care practice, patients are expected to participate in QI initiatives as part of normal healthcare operations and to help improve the quality of care for others. 3 Thus, the IRB review and informed consent process that exists for human subjects involved in research does not currently apply to the majority of QI projects. Quality improvement projects typically rely on clinical care resources, unlike research initiatives where grant funding is often required. Quality improvement work is published less frequently than research but does indeed make an important contribution to the literature on a specific patient care outcome or process. When QI work is published, it is important that the authors make it clear that the publication is the result of a QI initiative and not that of a research study.
While not as highly structured as the research process, QI projects do need to follow a plan that ensures aims are defined, measures of change are established, changes that are likely to result in improvement are selected, and these changes are appropriately tested. The Institute for Healthcare Improvement (www.ihi.org) has proposed a model that relies on the Plan-Do-Study-Act cycle for testing a change in the real work setting. This approach is used for action-oriented learning, which involves planning the change, trying or doing the change, observing the results, and acting on what is learned so that the change may be further refined for the purpose of improving a process or outcome. 5 The learning from this approach can then contribute to future QI projects in helping to determine what changes should be selected, how teams will know if the change is a measurable improvement, and, finally, by starting back at the first step of defining the work that is going to be accomplished in the context of a QI.
DETERMINING THE DIFFERENCES BETWEEN RESEARCH AND QI
Some projects are clearly research; for example, a randomized trial testing the effect of a new drug on a therapeutic outcome in a specific patient population. Other projects are clearly QI; for example, the redesign of a system within the newborn intensive care unit for preparing and storing breast milk so that it is fed in a timely manner to preterm infants. However, the definitions of research and QI overlap with one another and the differences between these types of projects can become less clear. This can result in confusion when describing various research or improvement activities. This confusion is made worse by the fact that many who conduct QI on a specific topic also have a research interest in the same topic. When there is ambiguity about the type of work being conducted, the team leaders are required to reflect on the intent, design, setting, benefit, and generalizability of the project findings. In addition, the oversight required, risk to participants, and ethical justification for the project need to be considered as part of determining which type of project the team is conducting. Table  2 outlines the distinctions between research and QI and are important for teams to understand so that they can be sure to conduct their project in accordance with all regulatory guidelines. The IRB or research compliance office within many institutions has implemented a QI checklist that can help teams navigate this process. If you are planning to conduct a project and unsure whether or not it qualifies as research or QI, contact the IRB and ask for guidance in making this decision.
